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level of control over some study condi-
tions need not or should not be the 
same as the level of control in labora-
tory studies. While not all conditions 
relating to a field study need to be or 
should be controlled, observations of 
the conditions under which the new 
animal drug is tested shall be recorded 
in sufficient detail to permit evalua-
tion of the study. Adequate and well- 
controlled field studies shall balance 
the need to control study conditions 
with the need to observe the true effect 
of the new animal drug under closely 
approximated actual use conditions. 

(d) Waiver. The Director of the Center 
for Veterinary Medicine (the Director) 
may, on the Director’s own initiative 
or on the petition of an interested per-
son, waive in whole or in part any of 
the criteria in paragraph (b) of this sec-
tion with respect to a specific study. A 
petition for a waiver is required to set 
forth clearly and concisely the specific 
criteria from which waiver is sought, 
why the criteria are not reasonably ap-
plicable to the particular study, what 
alternative procedures, if any, are to 
be, or have been employed, and what 
results have been obtained. The peti-
tion is also required to state why the 
studies so conducted will yield, or have 
yielded, substantial evidence of effec-
tiveness, notwithstanding nonconform-
ance with the criteria for which waiver 
is requested. 

(e) Uncontrolled studies. Uncontrolled 
studies or partially controlled studies 
are not acceptable as the sole basis for 
the approval of claims of effectiveness 
or target animal safety. Such studies, 
carefully conducted and documented, 
may provide corroborative support of 
adequate and well-controlled studies 
regarding effectiveness and may yield 
valuable data regarding safety of the 
new animal drug. Such studies will be 
considered on their merits in light of 
the characteristics listed here. Isolated 
case reports, random experience, and 
reports lacking the details which per-
mit scientific evaluation will not be 
considered. 

[63 FR 10770, Mar. 5, 1998] 

§ 514.120 Revocation of order refusing 
to approve an application or sus-
pending or withdrawing approval 
of an application. 

The Commissioner, upon his own ini-
tiative or upon request of an applicant 
stating reasonable grounds therefor 
and if he finds that the facts so require, 
may issue an order approving an appli-
cation that previously has had its ap-
proval refused, suspended, or with-
drawn. 

§ 514.121 Service of notices and orders. 

All notices and orders under this sub-
chapter E and section 512 of the act 
pertaining to new animal drug applica-
tions shall be served: 

(a) In person by any officer or em-
ployee of the Department designated 
by the Commissioner; or 

(b) By mailing the order by certified 
mail addressed to the applicant or re-
spondent at his last known address in 
the records of the Food and Drug Ad-
ministration. 

Subpart C—Hearing Procedures 

§ 514.200 Contents of notice of oppor-
tunity for a hearing. 

(a) The notice to the applicant of op-
portunity for a hearing on a proposal 
by the Commissioner to refuse to ap-
prove an application or to withdraw 
the approval of an application will 
specify the grounds upon which he pro-
poses to issue his order. On request of 
the applicant, the Commissioner will 
explain the reasons for his action. The 
notice of opportunity for a hearing will 
be published in the FEDERAL REGISTER 
and will specify that the applicant has 
30 days after issuance of the notice 
within which he is required to file a 
written appearance electing whether: 

(1) To avail himself of the oppor-
tunity for a hearing; or 

(2) Not to avail himself of the oppor-
tunity for a hearing. 

(b) If the applicant fails to file a 
written appearance in answer to the 
notice of opportunity for hearing, his 
failure will be construed as an election 
not to avail himself of the opportunity 
for the hearing, and the Commissioner 
without further notice may enter a 
final order. 
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(c) If the applicant elects to avail 
himself of the opportunity for a hear-
ing, he is required to file a written ap-
pearance requesting the hearing within 
30 days after the publication of the no-
tice, giving the reason why the applica-
tion should not be refused or should 
not be withdrawn, together with a 
well-organized and full-factual analysis 
of the clinical and other investiga-
tional data he is prepared to prove in 
support of his opposition to the Com-
missioner’s proposal. A request for a 
hearing may not rest upon mere allega-
tions or denials, but must set forth spe-
cific facts showing there is a genuine 
and substantial issue of fact that re-
quires a hearing. When it clearly ap-
pears from the data in the application 
and from the reasons and a factual 
analysis in the request for the hearing 
that no genuine and substantial issue 
of fact precludes the refusal to approve 
the application or the withdrawal of 
approval of the application (for exam-
ple, no adequate and well-controlled 
clinical investigations to support the 
claims of effectiveness have been iden-
tified), the Commissioner will enter an 
order on this data, stating his findings 
and conclusions. If a hearing is re-
quested and is justified by the appli-
cant’s response to the notice of oppor-
tunity for a hearing, the issues will be 
defined, an Administrative Law Judge 
will be named, and he shall issue a 
written notice of the time and place at 
which the hearing will commence. In 
the case of denial of approval, such 
time shall be not more than 90 days 
after the expiration of such 30 days un-
less the Administrative Law Judge and 
the applicant otherwise agree; and, in 
the case of withdrawal of approval, 
such time shall be as soon as prac-
ticable. 

(d) The hearing will be open to the 
public; however, if the Commissioner 
finds that portions of the application 
which serve as a basis for the hearing 
contain information concerning a 
method or process entitled to protec-
tion as a trade secret, the part of the 
hearing involving such portions will 
not be public, unless the respondent so 
specifies in his appearance. 

[40 FR 13825, Mar. 27, 1975, as amended at 43 
FR 1941, Jan. 13, 1978] 

§ 514.201 Procedures for hearings. 

Hearings relating to new animal 
drugs under section 512(d) and (e) of the 
act shall be governed by part 12 of this 
chapter. 

[64 FR 63204, Nov. 19, 1999] 

Subparts D–E [Reserved] 

Subpart F—Judicial Review 

§ 514.235 Judicial review. 

(a) The transcript and record shall be 
certified by the Commissioner. In any 
case in which the Commissioner enters 
an order without a hearing pursuant to 
§ 314.200(g) of this chapter, the re-
quest(s) for hearing together with the 
data and information submitted and 
the Commissioner’s findings and con-
clusions shall be included in the record 
certified by the Commissioner. 

(b) Judicial review of an order with-
drawing approval of a new drug appli-
cation, whether or not a hearing has 
been held, may be sought by a manu-
facturer or distributor of an identical, 
related, or similar drug product, as de-
fined in § 310.6 of this chapter, in a 
United States court of appeals pursu-
ant to section 505(h) of the act. 

[42 FR 4717, Jan. 25, 1977] 

PART 515—MEDICATED FEED MILL 
LICENSE 

Subpart A—Applications 

Sec. 
515.10 Medicated feed mill license applica-

tions. 
515.11 Supplemental medicated feed mill li-

cense applications. 

Subpart B—Administrative Actions on 
Licenses 

515.20 Approval of medicated feed mill li-
cense applications. 

515.21 Refusal to approve a medicated feed 
mill license application. 

515.22 Suspension and/or revocation of ap-
proval of a medicated feed mill license. 

515.23 Voluntary revocation of medicated 
feed mill license. 

515.24 Notice of revocation of a medicated 
feed mill license. 
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